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DETAILED ACTION 

Election/Restrictions 

1 . Applicant's election with traverse of Group I, Claims 1-39 in the reply filed on 8 
June 2006 is acknowledged. The traversal is on the ground(s) that Groups I and II are 
directed to overlapping subject matter. This is not found persuasive because the 
groups are classified in different subclasses, requiring a burdensome search. 
The requirement is still deemed proper and is therefore made FINAL. 

Claim Rejections - 35 USC §112 

1 . The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

2. Claims 1 8, 1 9,22, and 26 recite the limitation "the flexure" in reference to claim 1 . 
There is insufficient antecedent basis for this limitation in the claim. 

Claim Objections 

3. Claims 37-39 are objected to under 37 CFR 1 .75(c) as being in improper form 
because a multiple dependent claim should refer to multiple claims in the alternative 
only.. See MPEP § 608.01 (n). Accordingly, the claims 37-30 have not been further 
treated on the merits. 

Claim Rejections - 35 USC § 102 

4. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
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A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

5. Claims are rejected under 35 U.S.C. 102(b) as being anticipated by CROCKER 
(US #6,890,319). 

Regarding claim 1 , Crocker teaches a "A medicament delivery system comprising: a 
reservoir (Col 3 line 59, not shown) for storing medicament, a channel (Col 3 line 59) 
for carrying a volume of the medicament from the reservoir into a passage within a 
perforator (1 , Figs 2A-2D), and an actuator (2) coupled to the perforator and capable of 
applying a decelerating force thereto for causing the inertia of the volume to eject the 
medicament from the hollow perforator (Col 2 lines 27-37)." 
Regarding claim 2, the flexure Is a leaf spring 4. 
Regarding daim 3, the actuator comprises a magnetic coil (solenoid, 8) 
Regarding daim 4, there is a housing having an aperture therein (30) 
Regarding claim 5, there is a bulge area surrounding the aperture (Fig 6A, 6B) 
Regarding daims 6 and 1 1 , the Examiner takes the listing of materials "glass, polymer, 
metal, ceramic, and composite" as being extensive of any possible material, therefore 
Crocker rejects it. 

Regarding claim 7, the bulge area is configured to stretch the skin (42, Col 9 line 8) 
Regarding daim 8, the bulge comprises a drcular ridge (Figs 6A and 6B) 
Regarding daim 14, the needle (perforator) is a microtube (Col 2 line 63) 
Regarding daim 15, the microneedle has a diameter of 10 to 1000 microns (Col 2 line 
63), therefore the volume of the microneedle is about 0.5 nanoliters to about 10 
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microliters. (Taking the length of the needle to be 200 micrometers, the volume of a 
300 micron diameter tube is at most 0.056 microliters) 

Regarding claim 16, Crocker discloses that the needles can penetrate 10 microns 
upwards (Col 2 line 67) 

Regarding claim 17, the perforator has an orifice of about 20 to about 800 micrometers. 
(See Figs 2A-2B, taking the diameter of the microtube to be 10-1000 microns) 
Regarding claim 20, there is a plurality of perforators (Fig 5) 
Regarding claims 23-25, Crocker teaches the use of an impedance sensor for 
determining the position of the perforator or the device along the surface of the skin. 
Col 6 lines 7-15. 

Regarding claim 27, the reservoir is connected to the perforator by a length of flexible 
tubing (Col 3 line 59) 

Regarding claim 28, the medicament is selected for local delivery (Col 9 line 18) 

Claim Rejections - 35 USC § 103 

6. The following Is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the inventton is not identically disctosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvbus at the time the 
invention was made to a person having ordinary skill in the ait to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

7. Claim 1 3 is rejected under 35 U.S.C. 1 03(a) as being unpatentable over Crocker 
as applied to claim 1 above, and further in view of BERRIGAN (US # 5,871 ,478). 
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Crocker teaches the limitations of claim 1 as above, but does not teach the use 
of a relief valve in the reservoir. 

BerHgan teaches the use of a relief valve (20) in the reservoir of a drug delivery means 
comprising similar components a Crocker (i.e. a reservoir (18) and perforator (21) in 
fluid communication (Fig 1 )). 

It would have been obvious to a person of ordinary skill in the art at the time the 
invention was made to combine the medicament delivery system of Crocker with the 
relief valve of Berrigan in order to prevent unwanted buildup In the reservoir of the 
delivery system. (See Claim 15) 

8. Claims 9 and 10 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Crocker as applied to claim 1 above, and further in view of CLARK (US #3,853,125). 

Crocker teaches the limitations of daim 1 as above, but does not teach the use 
of a gas source to supplement the inertia utilized to deliver the nnedicament. 

Clark teaches the use of a gas source (Col 1 lines 9-13) in the reservoir of a drug 
delivery means comprising similar components a Crocker (i.e. a reservoir (16) and 
perforator (28) in fluid communication (Fig 1)). 

It would have been obvious to a person of ordinary skill in the art at the time the 
invention was made to combine the medicament delivery system of Crocker with the 
gas pressure source of Clark in order to deliver the medicament at high pressure (Clark 
Abstract) 

9. Claims 23- 25 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Crocker as applied to daim 1 above, and further in view of DELLY (US #5,993,412) 
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- Crocker teaches the limitations of claim 1 as above, but does not teach the use 
of a skin position sensor. The skin position sensor, in this reference, also determines 
the position of the perforator by providing actuating means as to whether or not the 
injector is In an appropriate position for the needle to be exposed or not. 

Delly teaches the use of a skin-positioning impedance (electronic) sensor (10) in 
a drug delivery means comprising similar components a Crocker 
It would have been obvious to a person of ordinary skill in the art at the time the 
invention was made to combine the medicament delivery system of Crocker with the 
skih-positioning sensor of Delly in order to "prevent inadvertent or other discharge of 
the apparatus when the apparatus is not properly positioned against the skin" (Col 9 
lines 10-27). 

10. Claims 29-36 are rejected under 35 U.S.C. 1 03(a) as being unpatentable over 
Crocker. 

Crocker teaches the limitations of claims 1 and 28 as above, but does not 
provide specific details as to the type of medicaments to be delivered by his injection 
device. Crocker discloses (Col 1 lines 5-10) "This invention relates to Improvements in 
devices for delivery of substances such as drugs, vaccines, fluorescent or magnetic 
nraterial, and dyes into a surface, such as the skin of a human being, animal or other 
organic matter. The substance may be a solution, particulate fluid, or a paste, for 
example." As disclosed, it would have been obvious to one of ordinary skill in the art at 
the time the invention was made to use the injection device for various medical 
treatments requiring the Injection of medicaments into the body. 
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1 1 . Claim 21 rejected under 35 U.S.C. 103(a) as being unpatentable over Crocker. 
Crocker discloses the limitations of claim 1 , but does not expressly disclose the 

use'Of a plurality of reservoirs. Crocker does disclose the use of one reservoir and one 
membrane, the membrane being used a reservoir, which in combination the Examiner 
considers to be a "plurality of reservoirs." Moreover, it has been held that mere 
duplication of the essential working parts of a device involves only routine skill in the art. 
St Regis Paper Co. v. Bemis Co. 193 USPQ 8. 

12. . Claim 12 rejected under 35 U.S.C. 103(a) as being unpatentable over Crocker. 
Crocker discloses the claimed invention except for the limitation that the reservoir has a 
volume of 10 microliters to 50 milliliters. If have been an obvious matter of design choice 
to select a reservoir within this volume range, since such a modification would have 
involved a mere change in the size of a component. A change in size is generally 
recognized as being within the level of ordinary skill in the art. In re Rose, 105 USPQ 
237 (CCPA 1955). 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Elizabeth R. MacNeill whose telephone number is (571)- 
272-9970. The examiner can normally be reached on 7:00-3:30pm M-F. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Kevin Sirmons can be reached on (571)272-4965. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding tlie status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-21 7-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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